TCT-9: Impact of Bifurcation Angioplasty on Side Branch Ostium: Insights From BRANCH Trial  by unknown
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-$&&9RO6XSSO% _ 6HSWHPEHU _ 7&7$EVWUDFWV25$/%LIXUFDWLRQ %
KWWSFRQWHQWRQOLQHMDFFRUJFRQWHQWYROB0HHWLQJ$EVWUDFWV
7&7
/RQJWHUP&OLQLFDO2XWFRPHVRI7UXH%LIXUFDWLRQ&RURQDU\$UWHU\'LVHDVH7UHDWHGZLWK
&XORWWHV7HFKQLTXH
6RORPRQ'$VJHGRP6-DPHV-0LWFKHOO-0DQMLW6LQJK/+HQHKDQ%0F$GDP56KHDKDQ
'3)ROH\
%HDXPRQW+RVSLWDO'XEOLQ,UHODQG
2EMHFWLYHV &OLQLFDO WULDOV HYDOXDWLQJ HI¿FDF\ RI ELIXUFDWLRQ VWHQWLQJ WHFKQLTXHV KDYH QRW WR WKLV
GDWH LQFOXGHG D VXEVWDQWLDO SDWLHQW JURXS WUHDWHG XVLQJ WKH &XORWWHV WHFKQLTXH 2XU VLQJOH FHQWUH
REVHUYDWLRQDOVWXG\VRXJKWWRHYDOXDWHORQJWHUPFOLQLFDORXWFRPHVRIWUXHELIXUFDWLRQFRURQDU\DUWHU\
OHVLRQXVLQJWKLVWHFKQLTXH
0HWKRGVDQG5HVXOWV1LQHKXQGUHGDQGWKLUW\QLQHSDWLHQWVZLWKFRURQDU\ELIXUFDWLRQOHVLRQWUHDWHG
IURPWRZHUHUHYLHZHGZHUHWUHDWHGZLWKSURYLVLRQDOVWHQWLQJDQGZLWKWZR
VWHQWWHFKQLTXHXVLQJGUXJHOXWLQJVWHQWVOHVLRQVGHQRYRDQGLQVWHQWUHVWHQRVLVLQ
SDWLHQWVWUHDWHGZLWKWKH&XORWWHVWHFKQLTXHZHUHLQFOXGHGLQWKHVWXG\ZHUHPDOHVDQG
PHDQDJH\HDUV7KHFRPPRQHVWSUHVHQWDWLRQZDV167(0,IROORZHGE\XQVWDEOH
DQJLQDDQG67(0,7KHLQGH[OHVLRQZDV/$'GLDJRQDOLQIROORZHGE\/06
/&[/$'  OHVLRQV  ZHUH EHLQJ UHWUHDWHG IRU LQVWHQW UHVWHQRVLV &XORWWHV ZDV SODQQHG
LQDQGXVHGDVEDLORXWLQ7KHPHDQOHQJWKRIVWHQWLQPDLQYHVVHODQGVLGHEUDQFKZHUH
PPDQGPPUHVSHFWLYHO\2YHUDOO0$&(UDWHDW\HDUVZDVDQGZDVQRWGLIIHUHQW
DPRQJGLDEHWLFVKRZHYHUDOO,65LQGLDEHWLFVLQYROYHGERWKPDLQYHVVHODQGVLGHEUDQFK&OLQLFDO
GULYHQ795DQG7/5RFFXUUHGLQDQGUHVSHFWLYHO\$OOFDXVHPRUWDOLW\ZDVDQG
WRWDOFDUGLDFGHDWKVRIZKLFKSDWLHQWVZHUHUHODWHGWRWKHLQGH[OHVLRQ8VHRI,986RU
))5JXLGDQFHGXULQJLQGH[LQWHUYHQWLRQZDVDVVRFLDWHGZLWKUHGXFHG795YVS 
&RQFOXVLRQ /RQJ WHUP FOLQLFDO RXWFRPH DIWHU &XORWWHV 6WHQWLQJ IRU WUXH ELIXUFDWLRQ OHVLRQV LQ D
KLJKULVNSRSXODWLRQZDVYHU\VDWLVIDFWRU\ZLWKDORZ0$&(UDWHDW\HDUV0RGHUQGUXJHOXWLQJ
VWHQWGHVLJQDQGQRYHOGHGLFDWHGELIXUFDWLRQVWHQWVIDFLOLWDWHWKH&XORWWHVWHFKQLTXHZKLFKVKRXOGEH
HYDOXDWHGLQODUJHUGHGLFDWHGWULDOV2SWLPLVLQJLQWHUYHQWLRQUHVXOWVZLWK,986DQGRU))5LPSURYHV
ORQJWHUPFOLQLFDORXWFRPHV
7&7
6LGH%UDQFK%DOORRQLQJ$IWHU0DLQ9HVVHO6WHQWLQJ0D\,QFUHDVH7KH/RQJWHUP5LVN2I
7DUJHW/HVLRQ5HYDVFXODUL]DWLRQ5DWH,Q7KH&RURQDU\%LIXUFDWLRQ/HVLRQ
+\HRQ&KHRO*ZRQ<RXQJ%LQ6RQJ-RR<RQJ+DKQ6HXQJ+\XN&KRL6DQJ+RRQ/HH
0\XQJ+R-HRQJ+\R6RR.LP,Q:KDQ6HRQJ
6DPVXQJ0HGLFDO&HQWHU6HRXO.RUHD5HSXEOLFRI&KRQQDP1DWLRQDO8QLYHUVLW\+RVSLWDO
*ZDQJMX.RUHD5HSXEOLFRI6HRXO1DWLRQDO8QLYHUVLW\+RVSLWDO6HRXO.RUHD5HSXEOLF
RI&KXQJQDP1DWLRQDO8QLYHUVLW\+RVSLWDO'DHMHRQ.RUHD5HSXEOLFRI
%DFNJURXQG5HFHQWVWXG\VKRZHGVLGHEUDQFK6%EDOORRQGLGQRWLPSURYHWKHFOLQLFDORXWFRPHLQ
WKHFRURQDU\ELIXUFDWLRQVWHQWLQJZKLFKKRZHYHUZDVOLPLWHGE\WKHVKRUWIROORZXSGXUDWLRQDQG
VPDOOVDPSOHVL]H7KLVVWXG\ZDVWRHYDOXDWHWKHLPSDFWRI6%EDOORRQLQJDIWHUPDLQYHVVHO09
VWHQWLQJLQWKHFRURQDU\ELIXUFDWLRQOHVLRQ
0HWKRGV 3DWLHQWV ZKR UHFHLYHG SURYLVLRQDO VWHQWLQJ XVLQJ GUXJHOXWLQJ VWHQW IRU QRQOHIW PDLQ
ELIXUFDWLRQOHVLRQVZHUHHQUROOHGIURPFHQWHUVLQ.RUHD,QFOXVLRQFULWHULDZHUHELIXUFDWLRQOHVLRQ
WUHDWHGZLWK VWHQW WHFKQLTXH FXORWWHV RU7VWHQWLQJ EHJLQQLQJ IURP09 DQG  RQH ELIXUFDWLRQ
WUHDWHGLQRQHSDWLHQW7RWDOSDWLHQWVZHUHLQFOXGHG3DWLHQWVWUHDWHGZLWKRXW6%EDOORRQLQJDIWHU
09VWHQWLQJZHUHJURXS*1 DQGSDWLHQWVWUHDWHGZLWKLWZHUHJURXS*1 
5HVXOWV *URXS  VKRZHG D KLJKHU SURSRUWLRQ RI GLDEHWHV S  DQG PXOWLYHVVHO GLVHDVH
S *URXSVKRZHGDKLJKHUSURSRUWLRQRIWUXHELIXUFDWLRQSVWHQWLQJS
VLUROLPXVHOXWLQJVWHQWSDQGLQWUDYDVFXODUXOWUDVRXQGJXLGDQFHS0HGLDQIROORZXS
GXUDWLRQZDVLQWHUTXDUWLOHUDQJHGD\V&DUGLDFGHDWKRUP\RFDUGLDOLQIDUFWLRQUDWHZDV
VLPLODUEHWZHHQJURXSV0DMRUDGYHUVHFDUGLDFHYHQW0$&(FDUGLDFGHDWKP\RFDUGLDOLQIDUFWLRQ
RUWDUJHWOHVLRQUHYDVFXODUL]DWLRQZDVVLJQL¿FDQWO\KLJKHULQJURXSS PRVWO\GULYHQE\KLJKHU
UDWHRIWDUJHWOHVLRQUHYDVFXODUL]DWLRQ7/5SZKLFKZDVVWLOOWUXHLQPXOWLYDULDWHDQDO\VLV
DGMXVWLQJFOLQLFDODQJLRJUDSKLFDQGSURFHGXUDOFKDUDFWHULVWLFV7DUJHWOHVLRQUHYDVFXODUL]DWLRQZDV
SHUIRUPHGPRVWO\RQWKHPDLQYHVVHO
*1  *1  SYDOXH $GMXVWHG+5&, SYDOXH
&DUGLDGHDWKRU0,     
7/5     
0$&(     
$GMXVWHGE\YDULDEOHV'DWDGHVFULEHGDVQXPEHUSHUFHQW
&RQFOXVLRQ$IWHUPDLQYHVVHOVWHQWLQJVLGHEUDQFKEDOORRQLQJPD\LQFUHDVHWKHULVNRIORQJ
WHUP7/5DQG0$&(LQWKHSURYLVLRQDODSSURDFKIRUFRURQDU\ELIXUFDWLRQVWHQWLQJ
7&7
,QÀXHQFHRI'LVWDO%LIXUFDWLRQ,QYROYHPHQWRQ/RQJ7HUP<HDU&OLQLFDO(YHQWVLQ
3DWLHQWV8QGHUJRLQJ6WHQW,PSODQWDWLRQIRU8QSURWHFWHG/HIW0DLQ'LVHDVH
-XQ+\RN2K+DH*HXQ6RQJ-XQJ0LQ$KQ+\XQJ2K&KRL-RQJ6HRQ3DUN<RQJ*LXQ
.LP*\XQ0LQ3DUN:RQ-DQJ.LP-RQJ<RXQJ/HH6RR-LQ.DQJ'XN:RR3DUN6HXQJ
:KDQ/HH<RXQJ+DN.LP&KHRO:KDQ/HH6HRQJ:RRN3DUN6HXQJ-XQJ3DUN
$VDQ0HGLFDO&HQWHU6HRXO.RUHD5HSXEOLFRI
%DFNJURXQG/RQJWHUPRXWFRPHVRISHUFXWDQHRXVFRURQDU\ LQWHUYHQWLRQ 3&,ZLWK VWHQWLQJ IRU
XQSURWHFWHG/0&$GLVHDVHDFFRUGLQJWRWKHSUHVHQFHRUDEVHQFHRIGLVWDO/0&$LQYROYHPHQWKDV
QRWEHHQIXOO\HYDOXDWHG7KHDLPRI WKLVVWXG\ZDV WRHYDOXDWH WKH LQÀXHQFHRIGLVWDOELIXUFDWLRQ
LQYROYHPHQW RQ ORQJWHUP \HDU FOLQLFDO RXWFRPHV DIWHU VWHQW LPSODQWDWLRQ LQ SDWLHQWV ZLWK
XQSURWHFWHGOHIWPDLQFRURQDU\DUWHU\/0&$GLVHDVH
0HWKRG $ WRWDO RI  FRQVHFXWLYH SDWLHQWV ZLWK XQSURWHFWHG /0&$ GLVHDVH ZKR XQGHUZHQW
FRURQDU\VWHQWLQJZHUHH[DPLQHG:HFRPSDUHG WKH\HDUDGYHUVHRXWFRPHVGHDWKDFRPSRVLWH
RXWFRPHRI GHDWK4ZDYH0, RU VWURNH WDUJHWYHVVHO UHYDVFXODUL]DWLRQ >795@ DQG GH¿QLWH VWHQW
WKURPERVLV>67@EHWZHHQWKHSDWLHQWVZLWKRVWLDOVKDIWOHVLRQVQ DQGZLWKELIXUFDWLRQOHVLRQV
Q 
5HVXOWV$IWHUDGMXVWPHQWRIEDVHOLQHFRYDULDWHVWKH\HDUULVNRIGHDWKKD]DUGUDWLR>+5@
FRQ¿GHQFHLQWHUYDO>&,@S DQGWKHFRPELQHGULVNRIGHDWK4ZDYH0,RU
6LGH%UDQFK
%'6 6%$ SYDOXH
5HIHUHQFHGLDPHWHUE\4&$PP   
9HVVHO9ROXPHPPPP   
3ODTXH9ROXPHPPPP   
/XPHQ9ROXPHPPPP   
0LQLPXPOXPHQDUHDPP   
0LQLPXPOXPHQDUHDPP   
/XPHQDUHDDWRVWLXPPP   
/XPHQV\PPHWU\   
&RQFOXVLRQ,PSODQWDWLRQRIWKHELIXUFDWLRQGHGLFDWHGVWHQWDSSHDUVWRDFKLHYHEHWWHULPPHGLDWH
UHVXOWV\LHOGLQJDGHTXDWHVWHQWH[SDQVLRQDQGFRYHUDJHDWWKHVLGHEUDQFKRVWLXPDQGFDULQDLQ
FRPSDULVRQWRFRQYHQWLRQDOVLGHEUDQFKDQJLRSODVW\
7&7
,PSDFWRI5HVLGXDO6LGH%UDQFK6WHQRVLVRQ&OLQLFDO2XWFRPHDIWHU6LQJOH'(6'HSOR\PHQW
ZLWK)LQDO.LVVLQJ%DOORRQ,QÀDWLRQ
6KLQ\D6DVDNL7RVKL\D0XUDPDWVX5HLNR7VXNDKDUD<RVKLDNL,WR+LURVKL,VKLPRUL.HLVXNH
+LUDQR0DVDWVXJX1DNDQR0DVDKLUR<DPDZDNL0RWRKDUX$UDNL+LGH\XNL7DNLPXUD
<DVXQDUL6DNDPRWR,NNL.RPDWVX7DNXUR7DNDPD
6DLVHLNDL<RNRKDPD&LW\(DVWHUQ+RVSLWDO<RNRKDPD-DSDQ
%DFNJURXQG7UHDWPHQWRIELIXUFDWLRQVLVDFRPSOH[SUREOHPHYHQLQ'UXJ(OXWLQJ6WHQWHUD,WLV
XQNQRZQZKHWKHUUHVLGXDOVWHQRVLVDWVLGHEUDQFKRVWLXP6%2DIIHFWVFOLQLFDORXWFRPHLQWKHVHWWLQJ
RIVLQJOH'(6GHSOR\PHQWZLWK¿QDONLVVLQJEDOORRQLQÀDWLRQIRUQRQ/07ELIXUFDWLRQOHVLRQ
0HWKRGV5HVLGXDOVWHQRVLV56!LQYLVXDOO\RUPDMRUGLVVHFWLRQ1+/%,W\SH&'RU(DW
6%2EXW7,0,DIWHUVLQJOH'(6GHSOR\PHQWZLWK¿QDONLVVLQJEDOORRQLQÀDWLRQZDVGH¿QHGDV³56
JURXS´DQG56DV³QRQ56JURXS ´2ISDWLHQWV WUHDWHGZLWK'(6IURP$SULO WR
'HFHPEHUZHDQDO\]HGSDWLHQWVOHVLRQVWUHDWHGZLWKWKLVVWUDWHJ\DQGGLYLGHG56
JURXSSDWLHQWVOHVLRQVDQGQRQ56JURXSSDWLHQWVOHVLRQVIRUFRPSDULVRQ
5HVXOWV 7KHUH ZHUH QR GLIIHUHQFHV LQ EDVHOLQH SDWLHQWFKDUDFWHULVWLFV ,Q OHVLRQFKDUDFWHULVWLFV
WKH UDWHRI WUXHELIXUFDWHG OHVLRQZDVVLJQL¿FDQWO\KLJKHU LQ56JURXSYVS 
6WUDWHJ\RI3&,ZDVDOVRVLPLODU,QPRQWKDQJLRJUDSKLFIROORZXSUHJDUGLQJPDLQEUDQFK4&$
VKRZHGVLPLODUUHVXOWVEHWZHHQJURXSVLQPLQLPDOOXPHQGLDPHWHU0/'RUGLDPHWHUVWHQRVLV
'60/'PPYVPPS 16'6YV
S 165HJDUGLQJ6%24&$VKRZHG0/'ZDVORZHUDQG'6ZDVKLJKHULQ56JURXSFRPSDUHG
WRQRQ56JURXS0/'PPYVPPS'6YV
SKRZHYHUQRGLIIHUHQFHZDVVHHQLQ0$&(YVS 16RUFOLQLFDOO\
GULYHQ7/5YVS 16EHWZHHQJURXSV
&RQFOXVLRQV 'LIIHUHQFH RI DQJLRJUDSKLFDO VHYHULW\ DW VLGHEUDQFK RVWLXP LQ LQGH[ SURFHGXUH
UHPDLQHGWRIROORZXSWHUPKRZHYHULWGRHVQRWKDYHDQLPSDFWRQFOLQLFDORXWFRPHVXJJHVWLQJWKDW
DGGLWLRQDOVWHQWLQJIRUVLGHEUDQFKRVWLXPLVQRWQHFHVVDU\LI7,0,ÀRZZDVDWOHDVWREWDLQHG
7&7
6LPSOHRU&RPSOH[6WHQWLQJIRU%LIXUFDWLRQ&RURQDU\/HVLRQVD3DWLHQW/HYHO3RROHG
$QDO\VLVRIWKH1RUGLF%LIXUFDWLRQ6WXG\DQGWKH%ULWLVK%LIXUFDWLRQ&RURQDU\6WXG\
0LOHV:%HKDQ1LHOV5+ROP1LFKRODV3&XU]HQ$QGUHMV(UJOLV5RGQH\+6WDEOHV
$GDP-GH%HOGHU0DWWL1LHPHOl1LQD&RRWHU'HUHN3&KHZ7HUMH.6WHLJHQ.HLWK*
2OGUR\G-DQ6-HQVHQ-HQV)/DVVHQ/HLI7KXHVHQ'DYLG+LOGLFN6PLWK
6W7KRPDV¶+RVSLWDO/RQGRQ8QLWHG.LQJGRP$DUKXV8QLYHUVLW\+RVSLWDO$DUKXV
'HQPDUN6RXWKDPSWRQ8QLYHUVLW\+RVSLWDOV6RXWKDPSWRQ8QLWHG.LQJGRP3DXO6WUDGLQV
&OLQLFDO+RVSLWDO5LJD/DWYLD/LYHUSRRO+HDUWDQG&KHVW+RVSLWDO/LYHUSRRO8QLWHG
.LQJGRP6XVVH[&DUGLDF&HQWUH%ULJKWRQ8QLWHG.LQJGRP'HSDUWPHQWRI,QWHUQDO0HGLFLQH
8QLYHUVLW\RI2XOX2XOX)LQODQG)OLQGHUV8QLYHUVLW\+RVSLWDO$GHODLGH$XVWUDOLD8QLYHUVLW\
+RVSLWDORI7URPVRH7URPVRH1RUZD\*ROGHQ-XELOHH1DWLRQDO+RVSLWDO*ODVJRZ8QLWHG
.LQJGRP*HQWRIWH8QLYHUVLW\+RVSLWDO*HQWRIWH'HQPDUN
%DFNJURXQG&RQWURYHUV\SHUVLVWVUHJDUGLQJWKHFRUUHFWVWUDWHJ\IRUWKHWUHDWPHQWRIFRURQDU\ELIXUFDWLRQ
OHVLRQV5DQGRPLVHGWULDOVKDYH\LHOGHGGLIIHULQJUHVXOWV:HWKHUHIRUHFRPELQHGWKHSDWLHQWOHYHOGDWDIURP
WKHWZRODUJHVWWULDOVZLWKYHU\VLPLODUPHWKRGRORJ\WKH125',&%LIXUFDWLRQ6WXG\125',&,DQGWKH
%ULWLVK%LIXUFDWLRQ&RURQDU\6WXG\ROGQHZDQGHYROYLQJVWUDWHJLHV%%&21(
0HWKRGV DQG 5HVXOWV%RWK UDQGRPL]HG WULDOV FRPSDUHG VLPSOH SURYLVLRQDO 7VWHQWLQJ YHUVXV
FRPSOH[FXORWWHFUXVKDQG7VWHQWLQJWHFKQLTXHVXVLQJGUXJHOXWLQJVWHQWVSDWLHQWVDJHG
\HDUVZHUHLQFOXGHGZHUHPDOH,QWKH6LPSOHJURXSQ SDWLHQWVKDG¿QDO
NLVVLQJEDOORRQGLODWDWLRQ LQDGGLWLRQ WRPDLQYHVVHO VWHQWLQJDQG KDG7VWHQWLQJ ,Q WKH
&RPSOH[JURXSQ SDWLHQWVXQGHUZHQWFUXVKFXORWWHDQG7VWHQWLQJWHFKQLTXHV7KH
LQFLGHQFHRIWKHFRPSRVLWHHQGSRLQWDWPRQWKVRIDOOFDXVHGHDWKP\RFDUGLDOLQIDUFWLRQDQGWDUJHW
YHVVHOUHYDVFXODUL]DWLRQRFFXUUHGLQRIWKH6LPSOHJURXSYVRIWKH&RPSOH[JURXSKD]DUG
UDWLR S 3URFHGXUHGXUDWLRQFRQWUDVW YROXPHDQG;UD\GRVH IDYRXUHG WKH
6LPSOHDSSURDFK6XEJURXSDQDO\VLVUHYHDOHGVLPLODUFRPSRVLWHHQGSRLQWUHVXOWVIRUWUXHELIXUFDWLRQV
Q  VLPSOHYVFRPSOH[+5 S SDWLHQWVZLWKZLGHDQJOHG
ELIXUFDWLRQV!Q VLPSOHYVFRPSOH[+5S ODUJH
PPGLDPHWHUVLGHEUDQFKHVQ VLPSOHYVFRPSOH[S 
ORQJHUOHQJWK!PPRVWLDOVLGHEUDQFKOHVLRQVQ VLPSOHYVFRPSOH[+5
S RUHTXLYDOHQWVL]HGYHVVHOV6%PPVPDOOHUWKDQ09Q VLPSOH
YVFRPSOH[+5S 
&RQFOXVLRQV)RU FRURQDU\ ELIXUFDWLRQ OHVLRQV D SURYLVLRQDO VLQJOHVWHQW DSSURDFK LV VXSHULRU WR
V\VWHPDWLFGXDO VWHQWLQJ WHFKQLTXHV LQ WHUPVRI VDIHW\DQGHI¿FDF\1HLWKHUGRHVDPRUHFRPSOH[
DSSURDFKDSSHDUEHQH¿FLDOLQSDWLHQWVZLWKPRUHDQDWRPLFDOO\FRPSOLFDWHGOHVLRQV
